United States Patent and Trademark Ofhce 



UNITED STATES DEPARTMENT OF COMMERCE 
United States Patent and Trademark OtBce 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. | FILING DATE | FIRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. 

10/552,015 10/11/2005 Nobuhiro Umeda 20241/0203472-USO 7127 

EXAMINER 
OH, TAYLOR V 
ART UNIT I PAPER NUMBER 

'mail DATE I DELIVERY MODE 

03/30/2009 PAPER 

Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



7278 7590 03/30/2009 

DARBY & DARBY P.C. 
P.O. BOX 770 
Church Street Station 
New York, NY 10008-0770 



PTOL-90A (Rev. 04/07) 



KJtSiVrXS nvrliyjts OUff Iff fcff Jr 


Application No. 

10/552,015 


Applicant(s) 

UMEDA ET AL. 


Examiner 

Taylor Victor Oh 


Art Unit 

1625 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 18 December 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Clalm(s) 1^ is/are pending in the application. 

4a) Of the above claim(s) ±18 is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) KI Claim(s) ^3 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)^ All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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The Status of Claims: 

Claims 1-8 are pending. 

Claims 1-3 are rejected. 

Claims 4-8 are withdrawn form consideration. 



DETAILED ACTION 

1 . Claims 1-3 are under consideration in this Office Action. 

Priority 

2. It is noted that this application is a 371 of PCT/JP04/05240 (04/13/2004), which has 
foreign priority documents, Japan 2003-109665 (04/14/2003) and Japan 2004-022719 
(01/30/2004). 

Drawings 

3. None. 

Election/Restrictions 

Applicant's election with traverse of Group I (claims 1-3) on 12/18/08 is acknowledged. 
Claims 4-8 are withdrawn from fiirther consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected group II, there being no allowable generic or linking claim. 
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Applicants argue the following issue: 

1 . The unity of invention may nevertheless exist if one of the claim 

Groups is directed to a product and a process specially adapted for the 

manufacture of the said product, and the other claim group is directed to a 

use of the said product(37 CFR 1.475(b)(3)). 

With respect to applicants' arguments, Group I and Groups II lack a special 
technical feature between them. In the instant case, the invention of Group II is directed 
to the method for treating cerebrovascular or cerebral infraction or circulatory disorder or 
retinal oxidation disorder or inhibiting lipoxygenase by using the following compound formula 
(1), whereas the invention I is related to the compound formula (1) and its pharmaceutical 
composition and its preparation. 

The prior art Sakanaka et al (US 6,579,853) discloses the brain cell or nerve cell 
protective agents comprising ginsenoside RBI useful for treating cerebrovascular or cerebral 
infraction or circulatory disorder or retinal oxidation disorder structurally unrelated to the 
claimed compounds of formula (1). Therefore, there is no special technical feature of Group I 
required in Group II because the ginsenoside RBI compound in Sakanaka et al (US 6,579,853) 
completely different from the claimed compound can serve the same function or use as the 
claimed invention. There is no single general inventive concept and no unity of invention for the 
method or the processes as defined in 37 CFR 1.475. 

Also, the two separate Groups I and II can pose undue burden on the Examiner because 
it requires new search due to being two different fields of inventions. 
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The requirement is still deemed proper and is therefore made FINAL. 



Claim Rejections - 35 USC § 103 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 1 02 ol' this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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Claims 1-3 are rejected under 35 U.S.C. 103(a) as being unpatentable over Ohkawa et al 
(J. Med. Chem. 1997,40, 559-573) in view of Aono et al (EP 0483772 Al). 

Ohkawa et al discloses dual inhibitors of lipid peroxidation and dopamine release with 
protective effects against central nervous system trauma and ischemia by using one of the 
aminocoumarans as shown below(see page 561, scheme 3): 




The instant invention, however, differs from the prior art in that the claimed RNH is an 
ortho-position to CH2NME 2 with respect to the orientation on the ring instead of a meta position 
in the prior art. 




8* 
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(see page 7, lines 12-30). 

With respect to the orientation on the ring, It is well established that position isomers 
are prima facie structurally obvious even in the absence of a teaching to modify. The 
isomer is expected to be preparable by the same method and to have generally the 
same properties. This expectation is then deemed the motivation for preparing the 
position isomers. This circumstance has arisen many times. See: Ex parte Englehardt, 
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208 USPQ 343, 349; In re Mehta, 146 USPQ 284, 287; In re Surrey, 138 USPQ 67; Ex 
Parte Ullyot, 103 USPQ 185; In re Norris, 84 USPQ 459; Ex Parte Naito, 168 USPQ 
437, 439; Ex parte Allais, 152 USPQ 66; In re Wilder, 166 USPQ 545, 548; Ex parte 
Henkel, 130 USPQ 474; Ex parte Biel, 124 USPQ 109; In re Petrzilka, 165 USPQ 327; 
In re Crownse, 150 USPQ 554; In re Fouche, 169 USPQ 431 ; Ex parte Ruddy, 121 
USPQ 427; In re Wiechert, 152 USPQ 249, In re Shetty, 195 USPQ 753. 

For example, "Position isomerism has been used as a tool to obtain new and 
useful drugs" (Englehardt) and "Position isomerism is a fact of close structural similarity" 
( Mehta , emphasis in the original). See also MPEP 2144.09, second paragraph. 

Ohkawa et al expressly discloses dual inhibitors of lipid peroxidation and dopamine 
release with protective effects against central nervous system trauma and ischemia by using one 
of the aminocoumarans, whereas Aono et al discloses aminocoumaran derivative useful as 
medicines for treating various diseases such as arterial sclerosis, cerebrovascular diseases (see 
page 4, lines 1-6). 

Both aminocoumarans compounds in the prior art have shared the common features of 
the claimed compounds with the same or similar utilities; therefore, if the skilled artisan in the 

art had desired to expand the perimeter of the treatment using aminocoumarans, it would have 
been obvious to the skilled artisan in the art to be motivated to combine the teaching of treating 
various diseases shown in the Aono et al with Ohkawa's et al method . This is because both 
aminocoumarans compounds in the prior art have shared the common features of the claimed 
compounds with the same or similar utilities; the skilled artisan in the art would expect such a 
manipulation to be successful and feasible as guidance shown in the prior art. 



Application/Control Number: 10/552,015 Page 8 

Art Unit: 1625 

Applicants' Argument 

Regarding the responses to applicants' arguments along the Declaration under 37 CFR 
1 . 132 filed on 9/02/2008, the examiner will defer those responses until the next communication 
of writing up the Office Action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taylor Victor Oh whose telephone number is 571-272-0689. The 
examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Taylor Victor Oh, MSD,LAC 
Primary Examiner 
Art Unit :1625 



/Taylor Victor Oh/ 

Primary Examiner, Art Unit 1625 

3/24/09 
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